PRESENTATION OF THE
BOARD OF PHARMACY

TO THE HOUSE COMMITTEE ON
CONSUMER PROTECTION & COMMERCE

TWENTY-NINTH LEGISLATURE
Regular Session of 2017

Tuesday, March 28, 2017
2:00 p.m.

TESTIMONY ON SENATE BILL NO. 514, S.D. 1, RELATING TO HEALTH.

TO THE HONORABLE ROY M. TAKUMI, CHAIR,
AND MEMBERS OF THE COMMITTEE:

My name is Lee Ann Teshima, Executive Officer for the Board of Pharmacy
S%RDUG” , DS S UH F L D WddbMitKdstirRoBysdR Saiaxe(BLI\Nd. Y¥R

S.D. 1, Relating to Health, which would authorize pharmacists to administer the Tdap

(tetanus, diphtheria, pertussis), meningococcal, influenza and the human

papillomavirus vaccines, to persons between eleven and seventeen years of age,

SXUVXDQW WR +DZDLL 5HYLVHG 6WIDWXWHV 3+56° VHFWLRQ
The Board supports this bill and would like to emphasize that pursuant to HRS

461-11.4, in order to administer this vaccine, the pharmacist must:

x +DYH D YDOLG SUHVFULSWLRQ DQG YHULI\ WKDW WKH SU
DXWKRULJ]HG DJHQW LV WKH SDWLHQWYV PHGLFDO KRPH
was examined by the primary care physician who, working in collaboration with
the family, oversees the acute, chronic and preventive health needs of the

patient in a comprehensive, coordinated, and continuous fashion;
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X Have completed a training program approved by the Accreditation Council of
Pharmacy Education prior to administering the vaccine;

X After any vaccination is administered, immediately provide to the patient a
YDFFLQDWLRQ UHFRUG LQFOXGLQJ WKH SDWLHQWTV QDP
administered and the date and location it was administered; and

x Provide, within seventy-two hours to the medical home and within five business
days to the department of health immunization registry, the same information
provided to the patient pursuant to subsection (b) as well as the name of the
vaccine administered, manufacturer, lot number and expiration date, method of
administration and anatomical site of administration.

In regards to the training that is required to administer a vaccine to a minor, the
course must be approved by the Accreditation Council of Pharmacy Education

3$ & 3 (" ACPE is a non-profit accreditation national agency recognized by the

Council on Higher Education Accreditation and the U. S. Department of Education.
7KH $&3( LV DOVR WKH %RDUGYfV UHFRJQL]J]HG DSSURYHG SUR’
FRQWLQXLQJ HG XTFHeappiev@d phérfiacy-based immunization delivery
CE course offered by the American Pharmacists Association is approved by the ACPE
for 12-contact hours of the self-study component and 8 hours of live training that is
required for the completion of the certificate training program. In addition to the initial
training program, pharmacists who administer a vaccine to a minor must also
complete a training program every other biennial renewal period and submit proof of

completion of the board approved course. Pharmacists who have completed the initial
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pharmacy-EDVHG LPPXQL]DWLRQ GHOLYHU\ &( FRXUVH DUH OLVW|
This allows the public to see which pharmacists at which pharmacy have completed

the training in order to administer a vaccine to a minor.

Thank you for the opportunity to present testimony in support of Senate Bill

No. 514, S.D. 1.
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DAVID Y. IGE VIRGINIA PRESSLER, M.D.
GOVERNOR OF HAWAII DIRECTOR OF HEALTH

STATE ORAWAII

DEPARTMENT OF HEALTH
P. O. Box 3378
Honolulu, HI 9688878
doh.testimony@doh.hawaii.gov

Testimonyin SUPPORT ofS.B. 514S.D. 1
RELATING TO HEALTH
REPRESENTATIVEROY M. TAKUMI, CHAIR
HOUSECOMMITTEE ONCONSUMER PROTECTION AND COMMERCE
Hearing Date: March28, 2017 Room Number: 329

Fiscal Implications: None for the Department.

Department Testimony: The Department is supportive aBS514 SD. 1as it may help to
improve human papillomavirus (HPhd other adolescent vaccination rates in Hawaii by
increasing access to adolescent immunizatasneell as potentially increasing available vaccine
supply for the pediatric population, statewide.

HPV vaccination is of speciabncern because it is an important public health measure that
protects against cancers caused by HRMV2015, according to U.S. Centers for Disease Control
and Prevention National Immunization Survey, Teen d#®a/ vaccine series completion rates

for girls aged 13-15 years in Hawaii are estimated to be 4494 {¢hnd for males aged 13-15
years, 29% (CGi10). These rates are well below the Healthy People 2020 target of 80% coverage

levels for males and females aged-13 years.

HPV vaccine differs from other immunizatiorecommended for adolescents a@éd12 years
(Tdap, MCV4, influenza) in that multiple dosgstal number required is dependent upon the age
atwhich vaccination is initiated and the child's health status) rasimied within a énonth

period are requiretbr series completianHawaii's poor HPV vaccination rates ahd t

complexity of theHPV immunizationschedule indicatdevelopment of additional approacties
vaccination such ashe creation of opportunitsefor increased collaboration between the

medical home and pharmacigi®posed by this measushould be encouraged to enhance

access to HPV vaccine for Hawaii's keiki.
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It should be noted, this measure would currently benefit only those with private insurance as
pharmacists/pharmacies do not participate in the Hawaii Vaccines For Children Program, which

supplies vaccines for administration to Medicaid/MedQeégible patients.

Thank you or your consideration of this important health topic and for the opportunity to testify
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SB 514 SD1 — RELATING TO HEALTH
Chair Takumi, Vice Chair Ichiyama, and members of the Committee:

My name is Carolyn Ma, and | am the Dean for the UH Hilo Daniel K. Inouye College of
Pharmacy (DKICP). The college fully supports this bill that will allow registered
pharmacists trained and certified in vaccine administration to administer the Human
Papilloma Virus vaccine to 11-14 year old patients.

In relation to this bill, the DKICP, via the certified American Pharmacists Association
(APHA) course, provides training in immunization administration in the first professional
year. Student pharmacists are expected to apply these skills in their experiential rotation
courses throughout the remaining three years of training and also in numerous
community health screening and immunization events. Courses in oncology,
contraception, reproductive pharmacology and women'’s health, and pediatrics are
taught in the 3rd professional year. Education is provided throughout the four year
professional curriculum on medication assessment and therapeutic recommendations
via related laboratory tests and subjective/objective findings related to disease and drug
therapy. A similar curriculum is presented in all U.S. accredited (ACPE) colleges of
pharmacy.

The DKICP has also provided training to practicing pharmacists through their training
program via the Hawai‘i Pharmacists Association. Please note that all immunizing
pharmacists and students pharmacists MUST be certified in BLS or Basic Life
Support if the y are immunizing. BLS allows for cardiopulmonary resuscitation
(CPR) of adults, children and infants and also for intervention of choking. In
addition, immediate access to epinephrine must be available at any site of
vaccination.

There is recommended monitoring post-administration of observation for 15 minutes
due to an adverse reaction of fainting. Via the Vaccine Adverse Events Reporting
System (VAERS) there has only been one report of fainting reported in Hawai'‘i since
the Gardasil 9 vaccine was released. VAERS allows for self-reporting, however, the
CDC and FDA state limitations to the VAERS system in that since it is a self-reporting



system, there may be reporting bias and inconsistent data quality and completeness,
and that report of an AE does not necessarily attribute causality to the vaccine. As well,
the data base does not have a non-vaccinated portion for comparison.?

There is concern regarding the declining rate of uptake of the HPV vaccine. In a recent

VXUYH\ RI LQFRPLQJ IUHVKPHQ SHUIRUPHG DW 8+ 0—QRD DQC(
5%, respectively, have been fully vaccinated.1 Students who had not received at least

one of three shot series were 69% and 78% respectively.! The recommended age of

vaccination is at age 11-12 years of age.

A secondary issue that accompanies this age group is that due to cost of the vaccine,
many physicians or provider offices will not carry the HPV vaccine, thus sending a 11-
13 year old patient with a prescription to a pharmacy. Upon dispensing, the patient
would need to return to the provider for administration. This may pose problems in the
case of rural distances but more importantly that the proper transportation and storage
of the HPV vaccine requires specific cold chain storage and verification of this cannot
be assured once the vaccine is in the possession of the patient.

Statistics from APHA/NASPA State Immunization Laws/Rules (Jan. 2015) show that 23
states allow pharmacists to immunize in all ages for HPV. Pharmacists have in the last
20 years become the largest body of health professionals to make a significant impact
on vaccination uptake. Given our training and accessibility, pharmacists can provide
significant impact in the battle against this virus that may cause a number of cancers in
both men and women.

Thank you for the opportunity to testify on behalf of SB 514 SD1.

1Corpuz, SA. Assessing Human Papillomavirus (HPV) & Human Papillomavirus Vaccination among University of Hawai'i at Manoa
and University of Hawai'i at Hilo Freshmen. Office of Public Studies, University of Hawai'i at Manoa

2 https://wonder.cdc.gov/controller/datarequest/D8;jsessionid=A1FDBC9299B0602E211BFED8D5E1779F
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SB514, SD1tRELATING T@EALTH
Cory Chun, Government Relations Directétawaii Pacific
American Cancer Society Cancer Action Network

Thank you fothe opportunity to providetestimony in support of SB 518D1
whichallowspharmaciss to providethe human papillomavirus (HPM)dap (tetanus,
diphtheria, pertussis), meningococcal, or influenzacuaeto individuals between the
age of 11 to 17 with galid prescription

The American Cancer Society Cancer Action Network (ACS CAN) is the nation's
leading cancer advocacy organization. ACS CAN works with federal, state, and local
government bodies to support evidentmsed policy and legislatiwlutions designed
to eliminate cancer as a major health problem.

ACS CAN strongly believes in preventing cancer before it develo@s and
detectingcancerearly, when it is more easily treate®Ve support policies thatemove
barriersto careandincrea® access t@ancer screening and early detection services.

HPVBare a group of more than 150 related virusesd HPV infections are very
common- nearly 80 million people in the US are currently infected with HE®ch
year, approximately 30,700 men and women are diagnosed with cancers caused by the
human papillomavirus (HPYHPV causes over 90 percent of cervical cancers, 69
percent of vulvar cancers, 75 percent of vaginal cancers, 63 percent of penile cancers,
91 percent of anal cancer, and 72 percent of oropharyngeal caficers.

Vaccines are available to help prevent infection by certain types of HPV and
some of the cancers linked to those types.HHlV vaccineselp prevent infection by
HPV16 and HPM8. These 2 types cause about 70% of all cervical cancers and pre
cancers, as well as many cancers of the anus, penis, vulva, vagina, and. fineatPV
vaccine produces the strongest immune response in preteens. To work best, the HPV
vaccines should be gineat age 11 or 12.



Since the first HPV vaccine was recommended in the US in 2006, prevalence of
some types of HPV infections have declined by nearlythirds among teenage girls
aged 1419 and over a third among women -2@ years old.Despite theA  Jv [
ability to prevent most cervical, vaginal, vulvar, penile, anal, rectal, and oropharyngeal
cancers, vaccination rates remain very l@wly 52 percent of girls and 36 percent of
boys in Hawaii are fully vaccinated from HPV.

The HPV vaccinecar@® A v3 upo3]%o0 5C% « }( v € 8Z 3 Aloo E
cancer burden. ACS CAN urges the committee to pass this legislation as it will help
increase vaccination uptakeltimately reducingancer incidence and mortality in the
state of Hawaii.

Thankyou for the opportunity to provide testimony on this important issue.

i Centers for Disease Control and Preventi@enital HPV infectiomfact sheetUpdated May 19, 2016. Accessed June 2016.
http://www.cdc.gov/std/HPV/STDFatiPV.htm#a7.

iViens LJ, Henley J, Watson M, Markowitz LE, Thomas CC, Thompson TD, et al. Human Papilesoaidates CancersUnited

States, 200@2012.MMWR.2016; 65(26): 6656.

i Centers for Disease Control and Preventibime link between HPV and candgpdaked September 30, 2015. Accessed June 2016.
http://www.cdc.gov/hpv/parents/cancer.html.

v American Cancer SocietyPV Vaccines. Updated July 13, 2016. Accessed Februarp@@<7www.cancer.org/cancer/cancer
causes/infectiousagents/hpv/hpwvaccines.html

v Markowitz LE, Liu G, Hariri S, Steinau M, Dunne EF, Unger ER. Prevalence of HPV after introduction of the vaccination program
the United StatesPediatrics.2016; 137(2):e20151968.
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To: Committee on Consumer Protection and Commerce

Representative Roy Takumi, Chair
Representative Linda Ichiyama, Vice Chair

DATE: Tuesday, March 28, 2017
TIME: 2:00 PM

PLACE: Conference Room 329
FROM: Hawaii Section, ACOG

Dr. Greigh Hirata, MD, FACOG, Chair
Dr. Jennifer Salcedo, MD, MPH, MPP, FACOG, Vice-Chai
Lauren Zirbel, Community and Government Relations

Re: SB514, SD1, (HSCR1101) Relating to Pharmacists administering HPV
vaccines to patients between 11 to 17 years of age

Position: Support

Dear Representatives Takumi, Ichiyama and Committee Members:

The American Congress of Obstetricians and Gynecologists, Hawaii Section
(Hawaii ACOG) supports SB 514 allowing Pharmacists to adminster HPV
vaccines to patients between 11-17 years of age.

HPV is associated with multiple cancers, including anogenital cancer (including
cervical, vaginal, vulvar, penile, and anal), oropharyngeal cancer, and genital
warts. The HPV vaccination can significantly reduce the incidence of anogenital
cancer and genital warts.

The Centers for Disease Control and Prevention  and the American College
of Obstetricians and Gynecologists  recommend routine vaccination with

HPV vaccine for girls and boys . The 9-valent HPV vaccine is recommended by
the Advisory Committee on Immunization Practices and was licensed by the U.S.
Food and Drug Administration in December 2014 for girls and boys aged 11 #12
years. Compared with other vaccines recommended in the same age bracket,
HPV vaccination rates in the United States are unacceptably low. Safety data for
all three HPV vaccines are reassuring. According to the Vaccine Adverse Events
Reporting System, more than 60 million doses of HPV vaccine have been
distributed, and there are no data to suggest that there are any severe adverse
effects or adverse reactions linked to vaccination. The HPV vaccine is a proven
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way to prevent future cancers, and the Legislature has the ability to protect the
IXWXUH KHDOWK RI +DZDLLYVY NHLNL E\ SDVVDJH RI WKLV O

We feel that this bill will increase patient access while not endangering our
SDWLHQtW YV KH

Mahalo for the opportunity to testify, and for your support of Hawaii Adolescent
Health.

Reference: Human papillomavirus vaccination. Committee Opinion No. 641. American College of
Obstetricians and Gynecologists. Obstet Gynecol 2015;126:e38-43.
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Senior Director, Government Affairs

2211 Sanders Road
Northbrook, IL 60062

p 847.559.3422
c 847.651.9807
f 401.652.9342

Eric.Douglas@CVSHealth.com

Representative Roy Takumi, Chair
Representative Linda Ichiyama, Vice Chair
House Committee on Consumer Protection & Commerce

Tuesday, March 28, 2017
Conference Room 329; 2:00 PM

RE: Senate Bill 514 SD1 — Relating to Health — In Support

Aloha Chair Takumi, Vice Chair Ichiyama and members of the Committee:

CVS Health is pleased to reiterate our support of Senate Bill 514 SD1 which authorizes pharmacists to
administer the human papillomavirus (HPV), Tdap (tetanus, diphtheria and pertussis), meningococcal, or
influenza vaccine to persons between eleven and seventeen years of age.

The HPV vaccine targets the human papillomavirus, which is the most common sexually transmitted virus in
the United States. The HPV vaccine targets four strains of the virus that are responsible for approximately 70
percent of cervical cancers and 90 percent of genital warts cases. Also, SB 514 SD1 expands the scope of
practice for pharmacists to include vaccinations for tetanus, diphtheria and pertussis (aka Tdap); meningitis
and the flu / influenza to this same age group. As a result, once enacted, this bill will help increase access to
these important medications and reduce incidence of infectious diseases.

Highlighting just one of its positive public health impacts, SB 514 SD1 helps address a critical issue by
allowing children to be vaccinated against HPV. According to the Centers for Disease Control and
Prevention (CDC), every year within the United States over 30,000 people are diagnosed with cancer
caused by HPV. Over a third of those cases are cervical cancer, which is the second leading cause of
cancer deaths among women worldwide. In over 90 percent of cases, cervical cancer is caused by
HPV. The vaccine can prevent up to 70 percent of these cases, but only if it is administered before
exposure to the virus.

The CDC recommends that girls and boys should receive the vaccination at 11 or 12 years of age, not
only to vaccinate children before exposure to HPV, but also because the response to the vaccine is better
at this age than older ages. Studies have shown that the vaccine is effective for at least ten years, and
there is no evidence that protection is weakened over time. Once enacted, this bill will allow children to
receive this important vaccine as recommended by the CDC, the leading national public health institute in
the country.

CVS Health supports appropriate expansion of professionally licensed pharmacists’ scope of practice as
it relates to administering these vaccines. This bill addresses a legitimate health care need which can be
better met through Hawaii’s licensed pharmacists. We therefore believe SB 514 SD1 has the potential to
be a long-term positive for the people of Hawaii.

CVS pharmacy / caremark / minute clinic / speciaity




















































































































































































































































